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Overview of RFA

New 398

Examples of RFA specific forms and 
formats
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Application

Approximately $150 Million Available
Fund 3-6 networks --$10-$20 Million per 
network
7 Yr Project Period
Foreign Institutions are not eligible to apply 
for this Network Leadership RFA
Organizations can affiliate with more than 1 
network
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Network Application(s) 

Network Leadership must include support for: 
Coordinating and Operations Center (CORE)
Statistical and Data Management Center (SDMC)
Network Laboratory Structure (NL)

Can submit as one application combining all three 
components, as 1 component  independent 
application(s) or some combination of two 
components.
No clinical trial unit/site should be part of this 
application, unit/sites will be a separate RFA



Application Assembly
All Applications

– PHS 398 Face Page which 
includes the information for 
all components in the 
application

• If Core is part of the application 
the PI of the application MUST 
be the Network Leader

– PHS Form Page 2 & Page 2 
Continued for all components 
in the application including all 
participating institutions and 
key personnel



Application Assembly
All Applications

• Table of Contents –
– if only one component use 398 

Form Page 3

– If two or more components are 
submitted use a modified 
version that includes a 
breakdown by component  See 
Web site for format



Application Assembly
All Applications

– PHS Form Page 4 (Budget for 
Initial Budget Period and 
Page 5 (Budget for Entire 
Project Period) composite 
budgets for  all components in 
the application



Application Assembly
All Applications

• Overview of the Network 
Leadership
– Summary page – do not use 

398 Face Page see  DAIDS 
Web site for format

• Title of the Network
• Period of Performance
• Network PI with Title and 

organizational affiliation
• Network Laboratories (NL) PI 

with title and organizational 
affiliation

• SDMC PI with title and 
organizational affiliation



Application Assembly
All Applications

• Overview of the Network 
Leadership

– List all key personnel for the entire 
Network Leadership package.   See 
DAIDS Web site for format

– Detailed Budgets, Page 4 & 5, for 
the entire Network Leadership 
package
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Coordinating and Operations Center (CORE)

– 398 Face Page
• Network Leader is the PI of the Core 

Application – must devote 50% effort

– 398 Form Page 2  and Page 2 
Continued

– Resources for the Core
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Coordinating and Operations Center (CORE)

– 398 Budget Page 4 and 5(s) including the 
following categories

• Administrative support
• Coordination and logistic support for the 

Network Leadership (PI, Exec Comm, scientific 
committees, resource committees and 
meetings)

• Core support for protocol development, 
implementation and oversight

– If proposing more than 1 of the 6 research 
areas,  the budget justification must 
include the percentage breakdown by 
priority area



Application Assembly
Coordinating and Operations Center (CORE)

– Research Plan- 150 pages –
– Topics should be discussed in the following 

order:
• Research Plan for High Priority Area(s)

• If Applicable, Additional Requirement for NIDCR 
Research Priorities (up to 10 additional pages)
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Coordinating and Operations Center (CORE)

– Research Plan Format Continued

• PI, Network Leadership, Network Structure
• Core Operations Center 
• Community Advisory Board(s)
• Proposed Clinical Trial Units & Units for HIV/AIDS 

Clinical Trial Networks



Application Assembly
Coordinating and Operations Center (CORE)

• Proposed Clinical Trial Units & Units for HIV/AIDS Clinical 
Trial Networks
– Must be able to recruit within 6 months of the award

– Each site must have ‘on study’ at least 20 participants 
per month – per site and network

– DO NOT REQUEST SUPPORT FOR CTUs OR SITES 
OPERATIONAL SUPPORT

– Suggested format on the DAIDS Web
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Coordinating and Operations Center (CORE)

• Research Plan Format Continued
– Protocol Implementation Funds
– Transition of Clinical Research Activities & 

Components

• Ongoing Clinical Trials
– Protocol
– Status 
– Timeline
– Costs
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Coordinating and Operations Center (CORE)

– Transition of Clinical Research Activities and 
Components:

• Phase-Out of Network Infrastructure

• Transfer of Clinical Trial Material
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Coordinating and Operations Center (CORE)

• Research Plan Format Continued
• Performance Evaluation
• Cross-Network Collaborations



Application Assembly
Network Laboratory (NL)

• Each component in the 
application should include its 
own:
– 398 Face Page -- PI must devote 

50% effort

– 398 Form Page 2

– Resources for the Network 
Laboratory
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Network Laboratory (NL)

• 398 Budget Page 4 and 5

• If proposing more than 1 
of the 6 research areas 
the budget justification
must include the 
percentage breakdown by 
priority area

• Network Laboratories 
Research Plan – 60 
pages



Application Assembly
Statistical & Data Management Cente

(SDMC)
• Each component in the application 

should include its own:
– 398 Face Page

– 398 Form Page 2

– Resources for the SDMC
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Statistical & Data Management Center 

(SDMC)
• 398 Budget Page 4 and 5

• If proposing more than 1 
of the 6 research areas 
the budget justification
must include the 
percentage breakdown by 
priority area

• SDMC  Research Plan –
60 pages



Application Assembly 
All

• Biographical Sketches for all application 
components

• Checklist for applicant



Application Assembly
New 398 changes

• Use new 09/2004 application 
398 forms

• NIH now requires the use of 
Arial-11 or Helvetica-11 
point font 

• Face Page: 
– Title—Form field length has 

been increased to 81 
characters 

– eRA Commons User Name 
field has been added. This 
data item is currently optional 

– Human Subjects Research 
box has been modified to



Application Assembly
New 398 changes

• Form Page 2 & Form Page 2 
Continued
– 5 distinct sections—Description, 

Performance Sites, Key 
Personnel, Other Significant 
Contributors, and Stem Cells. 

– Description/Abstract : 
Instructions have been added 
requiring the PI to succinctly (2-
3 sentences) describe the 
relevance of the proposed 
research to public health. Plain 
language is suggested



Application Assembly
New 398 changes

– Key Personnel Section : A field has 
been added for the eRA Commons 
User Name.

– Other Significant Contributors: This 
is a new field that allows 
identification of  individuals who will 
contribute to the scientific 
development or execution of the 
project but are not committing 
specified measurable effort. 

• Biographical sketches will be required 
for these individuals; 

• Other Support information will not be 
required. 

– Human Embryonic Stem Cells: 
t d t f fi ld



Application Assembly
New 398 changes

• Budget Pages 4 & 5: 
Budget pages have 
been modified:

– Separate the Direct 
and F &A for 
Consortium 

– New Subtotal for 
Direct Costs 
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New 398 changes

• Biographical Sketch Format Page : A field 
has been added for the eRA Commons User Name. 

• Personal Data Page: Applicants are now 
requested to provide only the last four digits of the Social 
Security Number.  Still voluntary.

• Checklist Form Page: 
– Foreign Application: Two distinct options are 

now provided 1) Grants at Foreign Institutions 
or 2) Domestic Grants with Significant Foreign 
Involvement. This data area also includes a 
text entry section to list countries involved. 



Cores are considered engaged in human subject 
research  even when maintaining "operations 
centers" or "coordinating centers" for multi-site 
collaborative research. 

SDMC can often be exempt

Labs are generally not exempt

Should describe what is in the 
application and/or section, Core, 
SDMC and/or Laboratories



7 Yr Project Period

Direct Costs: Direct Cost for 
both the main grantee and all 
subcontracts,  

Excludes F &A for the grantee 
and subcontracts



Core Personnel 
Example

Divide by Category

Provide Cumulative Total



You may 
provide details 
on 398 form 
page 4

If you have consortiums make sure you do a separate Page 4 
and 5 for each consortium and add the totals on the overall 
budget of the component and/or the application

15,000



06 07

Provide 
Breakdown by  
Support Areas

More than 1 High Priority Areas – Provide 
% for Each Area

Each budget must include 2 page 5’s if 
requesting more than 5 years



A= Past Performance in top 50% of current funded units

B= Past Performance in Top 75% of current funded units

C= Access to new subject base

D= Access to minority/ethnic populations

AIDS Res All 
Bethesda Mary Kirker Bethesda, Maryland Ax

DC Mem. Physicians Grp Jane Doe District of Columbia x 22 A

John Smith Fam. Med John Smith Rockville, Md x 30 C

FORMAT FOR PROPOSED CLINICAL TRIAL UNITS 

University of Maryland



A5165 O 54%/8-06 17 9-07 $385,000

$385,000

$1,456,000 $1,841,000

$1,841,000$1.456.000



University of XXXX AACTU Subject Follow-up 9/2007 Yes



Univ. of  XXXX
Univ. of  XXXX
Univ. of  XXXX
Univ. of  XXXX

Regulatory Documents
Case Report Forms
Ciin. Res. Data
Biological Specimens

Univ of YYYY
Univ of YYYY

Repository
Univ of YYYY

09/2007
09/2007
09/2007
09/2007
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Questions?

http://grants1.nih.gov/grants/funding/phs398/phs398.html

http://www.niaid.nih.gov/daids/rfa/network06/default.html
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